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Dear Mrf. Li:

\We hIave r eviewed ylour] Section 5 I 0(k) premarket nodifieat ion of intent to market the device
referenced abov\e and have dleterm ined the device is substantially eqU i xa[lnt (for the
indications for Use stated inl the eclosure) to legally marketed predicate devices marketed in
interstate commerce prior to M/ay 28, 1976, the enactment date of the Medical Device
A mend ments. or to devices that have been reclassiftied in accordance with the provisions of
the Federal Food, Drug," and Cosmetic Act (Act) that do not require approval of a premlar-ket
approval application (PMA). You may, therefore, market the device, subject to the general
controls provisions of the Act. The general c ontrols provisions of the Act include
rcCltri rements for annual reCgistration, listing of devices, good manuLIheturi ng practice,
labeling, and prohibitions against misbranding and adulteration. Please note: CD RI-I does
not evaluate information related to contract liability warranties. \Ve remind you. oevr
that device labeling Itt be truth ftr and not misleading.

If your deCvice is classi fied (see above) into either class 11 (Special Controls) or class Ill
(PM4A): it may be subject to additional controls. Existing major regulations affecting votrr-
device canl be found in the Code of Federal Regulations. Ti tlc 2 1, Parts 800 to 898. In
addition. FDA mna\' prlbIi sh furItherl announ,11cemnltS con1cerning your device in the Federal
Recjister.



Pauc 2- N'Ir. Li

Please be advised that FDA's isstiance of a stilstantial equivaIlerc~e determlination does nlot
mean that IDA has made a determination that Ventr device complies With Oilier reqtilioents
oF the Act or any Federal statutes and regulations admniistered by other Federal aoenc ics.
YOU m1ust comp11ly with all the Act's reqluirements, includiln. but not limited to: registration
and Ii sti ng(2 1 C FR Part 807); labeling (2 I C FR Part 801I): medical device reporting
(reportini- ofirmedical device-related adverse events) (21 CIFR 803); good Inat~Urinel
i-actice req iirernents as set frth in the palihty systems (QS) regulation (2 1 CF R Part 820);

and if appIi cable, the electronic procluct radiation control provisions (Sect ionus 531 -542 of'
the Act),;2 I CF"R 1000- 1050. 1

IVol dIesi re spec ific adv\ice for your device Onl our label inu reutI dat ion (21CFR Part L80)I
[)lease go to lhttp:H\/\/\wwwc.Lfajov/AbouLtlFDA/CcntlersO fficcs/CDRI-I/C1)R 1-0Ff-ices!
uicml I15809.11ttm for the Center- for Devices and Radiological H-eal th 's (CD RI-Is) 011<icc of'
Comnpliance. Also, p~lcase note the reguLlation entitled. "Misbiand i nt by ircference to
piei1narket notification'' (2 1CFR Part 807.97). F-or queCstionIs regarding the reporting of'
adverse events tinder the M'DR regOulation (21 CFR Plart 803)., please go to

Office of'S UiIHlanIce and Biometrics/Division of' Postmnarkct S UrVei II ce.

YOtU may obtain other general in formation onl yotur responsi bili ties tunder the Act from the
Division oF Small M'Vanufacturlers, Inlternational and Consumer Assistance at its toll-fre
ntLimber (800) 638-2041 or (301) 796-7100 or at its Internet address
lhttl)://v\w\\.fda.aio\v/i\cclicailDe\vices/ReSOII'CCSIFor YouI/iIndustry,/defauLIltl. 

Sincerely yours.

Anthony D. Watson, B.., MS., MBA

Division of Anesthesiology. General H-ospital.
In fection Control and Dental Devices

Office of Device Ivaluationl
Center for Devices and

Radiological Health



PREMARKET NOTIFICATION - INDICATION FOR USE

(as required by 21 CPU 801.109)

5 10(k) Number (if known): 111/i 8,5]
Device Name: Powder Free. Synthetic Viny! Examination Gloves

A Synthetic Vinyl Examination Glove, is a non-sterile disposable device intended for medical purposes that
is worn on the examiner's hand or finger to prevent contamination between patient and examiner.

Prescription Use AND/OR Over-The-Counter Use X
(Part 21 CFR 801 Subpart D) AN/R (21 CFR 801 Subpart )

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE OF
NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)

_(Dii~i Sin-Oft)
Division of Anesthesiology, General Hospital
Infection Control, Dental Devices

510(k) Number:M~~~ 7


